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DETAILED ACTION 
Response to Arguments 

1 . Applicant's arguments with respect to claims 1-12,14-20,27-34 have been considered but are moot 
in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness rejections set 

forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious at 
the time the invention was made to a person having ordinary skill in the art to which said subject 
matter pertains. Patentability shall not be negatived by the manner in which the invention was 
made. 

Claims 1-12,14-20,27-34 are rejected under 35 U.S.C. 103(a) as being unpatentable over Ohki et al. 
US Patent 5,921,236 in view of Gottenauer et al. US Patent No. 5,881,719 

2. As to claim 1, Ohki et al. disclose an aerosolization apparatus (see fig.1 reference object 1) 
comprising: a housing (fig.2 inside the reference object 15) defining a chamber (fig.2 reference object 12) 
having one or more air inlets (fig.2 reference object 5), the chamber being sized to receive a capsule (see 
fig.4 reference object K) which contains an aerosolizable pharmaceutical formulation (in the form of 
powder, col.1 line 14); a puncturing mechanism (fig.2 reference object 27) within the housing, the 
puncturing mechanism comprising an alignment guide (fig.2 reference object 8) and a puncture member 
(fig.2 reference object 27A), wherein the alignment guide comprises a surface (fig.5 reference object 8A) 
adapted to contact (fig.5 seems to depict object 8A has a flat surface where a capsule contacts) the 
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capsule while the puncture member is advanced into the capsule to create an opening (col.3 lines 14-15) in 
the capsule, and wherein at least a portion of the surface is sloped at an angle (fig.5 reference object 8 
makes perpendicular angle to a base surface 8A), however do not disclose the angle is less than 55 
degrees relative to the longitudinal axis of the capsule. As to the limitation, Gottenauer et al. 
teaches an inhaler in figures 3,4, and 6 for administering medicaments from blister pack with at 
least one plunger 10 with a curved surface adapted to the shape of the blister cavities. The concave 
curvature of the engaging plunger surface adapted to the convexly curved shape of the blister 
cavities prevents the medicament from being compressed inside the cavities when they are 
pressed out and thus from no longer being able to be dispersed sufficiently in the air flow (see col.2 
lines 58-67, col.3 lines 1-2). Therefore, it would have been obvious to one of ordinary skills in the 
art at the time the invention was made to modify the inhaler of Ohki in view of Gottenauer et al. in 
order to provide the guide with curved surface which can be angled less than 55 degrees for the 
purposes of puncturing blister tablets or capsule with precision so that dispersion of the 
medicament is successfully obtained. 

3. As to claim 2, Ohki et al. do not disclose an aerosolization apparatus according to claim 1 
wherein the surface is sloped at an angle, which is from 35 to 55 degrees relative to the longitudinal axis of 
the capsule. As to claim 3, Ohki et al. do not disclose an aerosolization apparatus according to claim 1 
wherein the surface is sloped at an angle, which is from 37 to 50 degrees relative to the longitudinal axis of 
the capsule. As to claim 4, Ohki et al. do not disclose an aerosolization apparatus according to claim 1 
wherein the surface is sloped at an angle of about 45 degrees relative to the longitudinal axis of the 
capsule. However do not disclose the angle is less than 55 degrees relative to the longitudinal axis 
of the capsule. As to the limitation, Gottenauer et al. teaches an inhaler in figures 3,4, and 6 for 
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administering medicaments from blister pack with at least one plunger 10 with a curved surface 
adapted to the shape of the blister cavities. The concave curvature of the engaging plunger surface 
adapted to the convexly curved shape of the blister cavities prevents the medicament from being 
compressed inside the cavities when they are pressed out and thus from no longer being able to be 
dispersed sufficiently in the air flow (see col.2 lines 58-67, col.3 lines 1-2). Therefore, it would have 
been obvious to one of ordinary skills in the art at the time the invention was made to modify the 
inhaler of Ohki in view of Gottenauer et al. in order to provide the guide with curved surface which 
can be angled as claimed for the purposes of puncturing blister tablets or capsule with precision so 
that dispersion of the medicament is successfully obtained. 

4. As to claim 5, Ohki et al. disclose an aerosolization apparatus according to claim 1 wherein the 
puncturing mechanism is at least partially within the chamber (fig.2 seems to depict a puncturing 
mechanism comprises a pin (27) situated within a chamber). 

5. As to claim 6, Ohki et al. disclose an aerosolization apparatus according to claim 1 wherein 
surface comprises a passageway (fig.2 reference object 8C) and wherein the puncture member slides (the 
puncture member slides when a force is delivered by reference object 15) within the passageway. 

6. As to claim 7, Ohki et al. do not disclose an aerosolization apparatus according to claim 1 
wherein the wherein the surface is sloped at an angle which less than 55 degrees relative to the 
longitudinal axis of the puncture member. As to claim 8, Ohki et al. do not disclose an aerosolization 
apparatus according to claim 1 wherein the wherein the surface is sloped at an angle which less than 55 
degrees relative to the longitudinal axis of the chamber. As to claim 9, Ohki et al. do not disclose an 
aerosolization apparatus according to claim 1 wherein the wherein the surface is sloped at an angle which 
less than 55 degrees relative to an inhalation direction. However do not disclose the angle is less than 
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55 degrees relative to the longitudinal axis of the capsule. As to the limitation, Gottenauer et al. 
teaches an inhaler in figures 3,4, and 6 for administering medicaments from blister pack with at 
least one plunger 10 with a curved surface adapted to the shape of the blister cavities. The concave 
curvature of the engaging plunger surface adapted to the convexly curved shape of the blister 
cavities prevents the medicament from being compressed inside the cavities when they are 
pressed out and thus from no longer being able to be dispersed sufficiently in the air flow (see col.2 
lines 58-67, col.3 lines 1-2). Therefore, it would have been obvious to one of ordinary skills in the 
art at the time the invention was made to modify the inhaler of Ohki in view of Gottenauer et al. in 
order to provide the guide with curved surface which can be angled less than 55 degrees for the 
purposes of puncturing blister tablets or capsule with precision so that dispersion of the 
medicament is successfully obtained. 

7. As to claim 10, Ohki et al. disclose an aerosolization apparatus according to claim 1 wherein the 
surface is moveable (col.2 lines 29-31) within the chamber. 

8. As to claim 11, Ohki et al. do not disclose an aerosolization apparatus according to claim 10 
wherein the wherein the surface is sloped at an angle which less than 55 degrees relative to the direction of 
movement of the surface, however as discus cussed above, figure 2 depicts an inhalation device at 
its longitudinal axis, and the surface makes an angle relative to that axis. Since the surface is 
movable as disclosed by Ohki et al., it would have been obvious to one of ordinary skills in the art 
to recognize that the angle is also movable relative to the direction of the movement of the surface 
as well. 

9. As to claim 13, Ohki et al. disclose an aerosolization apparatus according to claim 1 wherein the 
surface comprises one or more protrusions (see fig.5 reference object 8D) and wherein the one or more 
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protrusions are adapted to (fig. 5 seems to depict a capsule is situated between the two protrusion 
members) contact the capsule. 

10. As to claim 14, Ohki et al. do not disclose an aerosolization apparatus according to claim 1 
wherein the end section is removably connected to the housing and wherein the end section may be 
removed from the housing to provide access to the chamber. However, Ohki's figures depict that a 
capsule is positioned within a chamber inside an inhaler. By comparing figure 1 to any of the other 
figures it would have been obvious to one of ordinary skills in that art that end section of figure 1 
has to be removed in order to provide an access to the chamber for the purposes of positioning a 
capsule inside the chamber. 

11. As to claim 15, Ohki et al. disclose an aerosolization apparatus according to claim 1 wherein the 
puncture mechanism comprises a pair of puncture members (fig.5 reference objects 27 and 28). 

12. As to claim 16, Ohki et al. disclose an aerosolization apparatus according to claim 1 wherein the 
puncture member is adapted to (each puncture member is designed to puncture one hole at one end of the 
capsule, see col.2 lines 45-58) puncture only one end of the capsule. 

13. As to claim 17, Ohki et al. disclose an aerosolization apparatus according to claim 1 wherein the 
chamber is elongated (fig. 2 reference object 12 is considered elongated) and wherein the capsule is 
received lengthwise (fig.5 seems to depict a capsule is situated in lengthwise direction in a chamber) within 
the elongated chamber. 

14. As to claim 18, Ohki et al. disclose Ohki et al. disclose an aerosolization apparatus according to 
claim 1 wherein the width of the chamber is less than the length of the capsule (fig. 2 seems to depict a 
capsule is situated in a chamber where the chamber has a width less than the length of the capsule). 
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15. As to claim 18, Ohki et al. disclose n aerosolization apparatus according to claim 1 wherein the 
inlet is shaped to create a swirling (the airflow causes the powder to be aerosolized, therefore the flow is 
considered swirling air-flow) airflow within the chamber. 

16. As to claim 19, Ohki et al. disclose an aerosolization apparatus comprising: a housing (fig.2 
inside the reference object 15) defining a chamber (fig.2 reference object 12) having one or more air inlets 
(fig.2 reference object 5), the chamber being sized to receive a capsule (fig.5 reference object K) which 
contains an aerosolizable pharmaceutical formulation (in the form of powder, col.1 line 14); a puncturing 
mechanism (fig.2 reference object 27) within the housing, the puncturing mechanism comprising an 
alignment guide (fig.2 reference object 8) and a puncture member (fig.2 reference object 27), wherein the 
alignment guide comprises a surface (fig.2 reference object ) adapted to contact (fig.5 seems to depict 
object 8A has a flat surface where a capsule contacts) the capsule while the puncture member is advanced 
into the capsule to create an opening (col.3 lines 14-15) in the capsule, and wherein the surface comprises 
one or more protrusions (fig.5 reference object 8D) for contacting the capsule; and an end section (fig.2 
reference object 20) associated with the housing, the end section sized and shaped to be received in a 
user's mouth or nose (Ohki discloses a nasal inhaler, see col.1 lines 6-8) so that the user may inhale 
through the end section to inhale aerosolized pharmaceutical formulation that has exited the capsule 
through the opening created in the capsule. 

17. As to claim 20, Ohki et al. disclose an aerosolization apparatus according to claim 20 wherein 
surface comprises a passageway (fig.2 reference object 8C) and wherein the puncture member slides (the 
puncture member slides when a force is delivered by reference object 15) within the passageway. 

18. As to claim 21, Ohki et al. disclose an aerosolization apparatus according to claim 20 wherein 
the inlet is shaped to create a swirling (inlet has long narrow opening, upon actuation air forcing out of the 
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narrow opening into a larger chamber will create swirling of air-flow, and the term "spray" used throughout 
Ohki's disclosure is considered an equivalent of swirling air-flow, see also col.2 lines 55-65) airflow within 
the chamber. 

1 9. Any inquiry concerning this communication or earlier communications from the examiner should be 
directed to Shumaya B. Ali whose telephone number is 571-272-6088. The examiner can normally be 
reached on M-F 8:30 am-4: 30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Henry 
Bennett can be reached on 571-272-4791. The fax phone number for the organization where this 
application or proceeding is assigned is 571-273-6088. 

Information regarding the status of an application may be obtained from the Patent Application Information 
Retrieval (PAIR) system. Status information for published applications may be obtained from either Private 
PAIR or Public PAIR. Status information for unpublished applications is available through Private PAIR 
only. For more information about the PAIR system, see http://pair-direct.uspto.gov. Should you have 
questions on access to the Private PAIR system, contact the Electronic Business Center (dBC) at 866-217- 



